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(21)HauiJfe 2000100846/14 (000741) 

flpu nepenucKe npocuM ccbinambcx ho HOMep 3CW8ku u 
coo6u4untb damy nonyneuuR danuoit KoppecnoHdemfUU 



L 



J 



- 3AIIPOC 

eijnosMBKeXs 2000100348/14 (000741) 
22) .Hara nocTyimeHHH 3aaBKH 05 . 06 • 1998 

(86) 3ajiBKa Ks PCT/ # 5 98/11753 OT 05 . 06 . 1998 (96) 3aaBKa XsEA 
(71)3aflBHTeni,(H) AMHJMH 0APMACHMKAJI3 , MHK, 

(5l)MnK 7 A 61 K { 38/16, 38/23, A 61 P 3/04(51)MKno 

Ana o6ecneqeHna bcbmojkhocth flajibHefiuiero paccMOTpeHHa 33hbkh 3KcnepTH3a npejyiaraeT 3aaBHTejao npea- 
cTaBHTb MaTepnajiw, flOKyMewrbi, cBeaeHH* b cbjbh c nocraBJiembiMH BonpocaMH, MHeHHe oTHocHTejibHO npHBeaeHHbix b 
3anpoce jjoboaob, 3aMeHaHHfi, npejwoweHHii. < ► • * < £ ' 

QreeT Ha 3anpoc acwxceH 6biTb npeacTaBJieH b ycraHOBJieHHiifi nymcroM 8 era™ 21 naTem-Hono 3aKOHa Poc- 
cHttcKoft fceaepauHH (bbmch b aefiCTBHe 14.10.1992) c P ok. no npocb6e saaBHTejw, nocrynHBuieft ao HcrcHerow 3toto 
cpoKa, oh MO«ex 6biTb npoaneH npH ycnoBHH npeflcraBiieHiw flOKyMerfra 06 ynjiaTe noiujiHHbi b ycraHOBJieHHOM nopwuce. 

< B cjiynae rfenocTytweHiw b yicasaHHbiH cpoK OTBeTa Ha sanpoc hjih npn HenpojyieHHH 3Toro cpoKa 3a«Bica 6yaeT 

npH3HaHa OT03BaHHOtt. ' t 

... BOIIPOCM, 1 HOBO ( m»I,3A]MEHAHHfl,n?EAJIO»;EHHH 



PaccMOTpeB MaTepnaffiJ 3anBKM , 9KcnepTHsa ycTanoBiuia cae&yiomee, 

I. npe^ojKeH cnocoo' Jieneaasi H-.npeflynpeaweHun oaiapeHUH no 
n.n. I - 10 $opMyjm f ' -KOTOpiifi pacCMOTpeH b n^aHe naTeHTOcnocod- 
hocth no riepBOMy He3aBMCBM0My nyHKTy (cm. n. 19.5.4 IIpaBja/i coe- 
TaB^eHHH, aozam m paccMOTpemifl 3asBKH Ha Btwa^y HaTeHTa Ha mo6- 



140802 



(cm. ho o6opome) 



02 



peTeHHe, b yTOifle" ' peaaKijHB ot I0.09.I?~" % . 

Ilpa 3TOM OdpSUHaiOT BHIiMaHBe HeOdOGHOBaHHO wapofcae npwTH3a- 

HHH 3aaBHTeJi3, Hei-no^TBepk^eHHHe MaTepaajiaMa saaBKa. 

TaK ( , 3aHBHTe^b. AewojacTpapyeT jie^eHae cffluspeflHfl- y do;iBHHX:ea- 
xapHHM flMadeTOM, a npaTH3aHK-H ero .paonpocTpaiunoTCfl. Ha jw6oy. bw 
osapenaH. KpoMe Toro, sewsoHCTpapyH bosmqjkhoctb mveai&H. ojiaipeHan 
y 3tmx do^bHHX, 3aHBBTeJEE> b to BpeMtf npeTe'fUtfeT Ha npotaaK- 
THKy joodoro omipeHaH. 

IIoaTOMy cnoeod no n.I He mome? (3ht£ . npasHafl naTeHTOcnocod- 
hhm H3r-3a OTGyTCTBfla ydeflaTeOTHX ^aHHHX, noflgjBepwaromnx ,n;ocTa- 
aeHiie ero Ha3Ha^eHan (cm. n. 19. 5. 1 IIpaBM^) . 

B CBH3B G 3THM SaHBHTe^K) .. npeflflaraeTGfl yTO^HBTB CBOH npHTH- 

3aHBH b 3Toi^acTa $opwym, He BkxoflH 3a para nepBOHa^aaBHHX 
MaTepflajiOB 3aHBfca« ? 

JICJIB 3£mBHTeJIB dyfleT CBH3HBaTB yTOtlHeHHe CBOBX npUTHSaHflfi 

g Jie^eHaeM osjapeHfla y (Jowmx-caxapaHM waadeTOM, ewy cjieayeT 
odpaTflTB BHawaHne Ha to, w yme asBecTHHMa mmwTcsi npaeMH ae- 
5eaaa aaadeTa, 3 tom tiacjie saadeTa H Tana, awaaaHOM ajia ero aro- 

" HacTdM (cm., HanpaMep, 1u? 5. 17.5. 145, 1992, 1/1/0 96/40220, 
1996). B to se.BpesiH a3BecTH0, "^to osapeHiie sBJraeTCfl xapaKTepnuw 
iipasHaKOM saadeTa II Tana, a ycnex jieMeHa* ero cBnsaH o ycneniHHM 
^e^eHaeM AfladeTa) .aHTa^aadeOTecKaMa cpeflGTBawia (cm., HanpaMep, 
KJiaHaqecKas sflflOKpaHO^oraii. PyK ob o#c tbo , uor pea*. H.T.CTapKOBoS, 
M., Meji;amiHa, I99I-, gtp.197; CnpaBOTHHK TepaneBTa, hor pea. 
B.M.IllyjiyTKO, end, 1996, CTp. 496) ., MMeHHO Tarn cpeflCTBOM a hb- 

. jihgtch aHfilJiaH, Kan cjie^yeT m npaBe^eHHHX Bume cghjiok. 

Jl/w ceedeuuH 30Heumejin 

1 npu sanpoce Konuu npomueonocmaejieHHux ucmowuKoe mcpopMai,uu Heo6xodmio npedcmaeunw doKyMenm 
06 onname yayzu 3a npeddcmdaemk uenpautueaeuivo. Konmecmea cmpauui,. yKtactmx s meKcme no deucmeyvu,™ 

mapugboM: * « 

- HenaTeHTHafl jiHTepaTypa , . 33 1 cTpammy 

- naTeHTHan JiHTeparypa _ 3a 1 "paHHuy 

2.npaewa cocmaenexun, nodanu u paccvompeNU* 3o»sku xa eudany namexma xa u3o6pemexue esedenu a deu- 

cmaue 16 10.J998 (TlpaeuJia - 1) . - 

l.Upaeuna cocmaaneHux, nodanu u paccMompenm jomoku ho stidany namexma xa npoMuuuienxuu o6pa3a 4 

eeedexbi e devemeue 23. 10. 1 998 (IJpaeujia -2) 



JJonojiHHTe^faHO cjieflyeT otfpaTETL BHMaHMe saaBETe^i Ha Ta- 
KEe H3BecTHHe cBoSGTBa smmma,, KOTOpue odecne^BaioT oamewe 
nocrapaHjyiaaBHOfi raneprnHKeMaa. a peryjiapoBaaBe ^anneTHTa, koto- 
pne craeBimao cnocodeTByfOT cHHaepio Beca (cm., J^Cre^x^u 
l£<U- 3) Co- fete OM^ } J' u f***T ' 1995, V. 18, * 8, 
floity tj*l- (^-V. PtyW& P&vun) ^1995'; 73 , 
J$ 7, pp. 1042 - 1046). * 

IlQ3T0My b cjiy^ae Mcnojn>30BaHBH aMEJiHHa hjui ero aroHBCTa 
Rjin ji&yeRflH. QJKflpeHMji y (3obhhx flaadeTOM pe3y;n>TaT enoeotfa mos- 

HO C^HTaTB OMflaeMHM, HBHHM 0(3pa30M GJie#yK>lHHM A3 H3BeCTH0r0 
ypOBHH 3HaHilfi. 

2. Epe^OHeH cnocod cmisceHUH HHcyjiHH - uHjtfmipOBaHHOEO 
npEdaBTOHEH Beca y ^eaoBeKa no nn. II - 15 $opwiy^H HsodpeTeiuiH, 
KOTopHfi Tame paccMOTpeH s flJiaae naTefiTOcnocodHOCTH no HesaBBGii- 
MOMy nyHKTy II <$opMyjm. 

C$opMyjiHpoBaafine b TaKOM npH TH3 amaH apeRCiaBJissoTOE 
3KcnepTii3e naTeHTOcnoc o<5hlimii a MoryT <5htb b aaa&HefinieM npii ha- 
th k s amaze b pe#aKiiHH <$opMyjm ja3<x5peTeHKH. 

TaKBM otfpasoM, saaBflTeiro npeflJiaraeTGa ■npoaaanaaapoBaTB .. 
flOBO^H 3KenepTii3H, yToqHHB CBOii npiiTHsaHHfl a $opwiyjiy B30C5peTe- 
hjm. OiBeT c^esyeT HanpaBHTB b ycTaHOBJieHHHe w 3toj?o epoKM. 



BeflymHS rocy^apcTBeHHHfi 
naTeHTHMfi sKcnepT OT^e/ia 

TeXHMKB /<7^ JI.^.CTOJWpOBa 

240 50 93 
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540/3 



Re: No. 2403-122243/033 
(21) Our No. 2000100346/14(000741) 

OFFICIAL AC T I O N 

(21) Application No. 2000100346/14(000741) 

(22) Filing date: 05.06.1998 

(86) Application PCT/US98/11753 of 05.06.1998 

(71) Applicant: AMYLIN PHARMACEUTICALS INC., US 

(51) IPC 7 A61K 38/16, 38/23, A61P 3/04 

Having considered the application documents, the Exam- 
iner finds as follows. 

1. There is proposed a method of treating or preventing 
obesity according to claims 1-10, which has been considered 
in the aspect of patentability according to the first inde- 
pendent claim (see Section 19.5.4 of the Rules in the ad- 
justed wording dated 10.09.1999). 

The Examiner's attention is drawn to the fact that the 
scope of claims is unfoundedly broad, not supported by the 
application documents. 

For instance, the Applicant demonstrates treating obe- 
sity in patients suffering from diabetes mellitus, whereas 



the .Applicant's ims extend to any ki ,f obesity. Fur- 
thermore, demonstrating the possibility of treating obesity 
in said patients, the Applicant at the same time claims pre- 

venting any obesity- 

Therefore, the method of claim 1 cannot be recognized 
as being patentable, since convincing data supporting the 
achievement of its purpose are lacking (see Section 19.5.1 
of the Rules) . 

in this connection, the Applicant is invited to adjust 
his claims in this matter, without going beyond the scope of 
the initial application documents. 

If the Applicant connects adjusting his claims with 
treating obesity in patients suffering from diabetes melli- 
tus, he should pay attention to the fact that techniques of 
treating diabetes, including diabetes Type II, with amylin 
or its agonist are already known in the art (see, e.g., US 
5,175,145, 1992, WO 96/40220, 1996). At the same time, it is 
known that obesity is a characteristic symptom of diabetes 
Type II, and success in treating it is connected with suc- 
cessful treating diabetes with antidiabetic agents (see, 
e.g., N.T.Starkova (Ed.), Clinical Endocrinology. A Manual, 

■ 1QQ1 n 197 (in Russian); B.I.Shulutko 

Moscow, Meditsina, 1991, p. J-* ' n« 

(Ed.), Physician's Handbook, St. Petersburg, 1996, p. 496 
(in Russian)). As it follows from the above references, 
amylin is just such an agent. 
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we 
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The Applic s attention should dditionally di- 

rected to such well-known properties of amylin, which pro- 
ide reduction of postprandial hyperglycemia and regulation 
of the appetite, this, apparently, contributing to loss in 
ight (see Kolterman et al., Diabetes Care, August 1995, 
1. 18, No. 8, abstr., Morley et al., Can. J. Physiol. 
Pharm., July 1995, vol. 73, No. 7, pp. 1042-1046). 

Therefore, in the case of using amylin or its agonist 
for treating obesity in patients suffering from diabetes, 
the result of the method may be regarded as expected, ex- 
plicitly following from the state of the art. 

2. There is proposed a method of reducing insulin- 
induced weight gain in a human subject according to claims 
11-15, which has also been considered in the aspect of pat- 
entability according to independent claim 11. 

The Examiner finds the claims as worded to be patent- 
able and further acceptable for consideration. 

in view of the foregoing, the Applicant is invited to 
analyze the Examiner's arguments, to adjust the Applicant's 
claims and the set of claims. The Applicant should submit a 
response within the stationary period. 



Leading State Patent Examiner 
of the Department of Medicine 

and Medical Engineering L. F. Stolyarova 



